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THE COMMERCE CLAUSE 


AND THE FEDERAL FOOD, DRUG, 
AND COSMETIC ACT 


By G. H. KEMKER 


This 1954-1955 Research Study in The Food Law Institute 
Graduate Program at New York University Law School 
Received a Prize as the Best in the Year's Program 


“In vain will those who assert the doctrine search the pages of the 
Constitution [to] find one word which authorizes the Congress of 
the United States to exercise police power within the domain of the 
States. Equally futile will be the effort to find a decision to authorize 
it.”"—Representative Bartlett, 1906 
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terms of the statute the goods remained “unsold 
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(ourt said 


The state statute was found to regulate inte 
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Defining ‘Original Package’ 


Che line of demarcation between federal and state 


the commerce clause was still to be defined in terms 
broken package The McDermott case determined th 
used “in 8§7 and & clearly refers to the imme 
the article which is intended for consumption by the 
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ection 3. which deals with rule-making, the WcDern 
it did not attempt to decide what ( onyress 
term \n earlier case, in holding a sealed fre 
to the ding of the party te whom it was destine 
original package under a Section 10 libel when sucl 
eparat ealed « | | that the ong | pa } i 
goods as prepared for transportatior ind has 1 ne 


whatever to the package originally prepared or put up 
ture! Without the aid of the WcDermott de 

in 1YI3 determined that par kage means that made 
facturer for sale to the ultimate consumer ind to 
information to be sufhcient whe it only charged the bo 


a drug to be misbranded, and not the container 


shipping boxes 


Sarr ] 1906 Act read inloaded ror esse r 


unsold. or n original unbroken packages 


r) F —w 
Casks Liquid Extracts, cited (CCA-G. 1913) It «} 

at footnote 8, at p. 454 Indeed, the lea original package 

of the ‘original package may well be made jurisdictior eward 

to cover certain forms of propert whic goods ' nterstat 

do not ordinarily admit of being packed or nothing to ds , P 


incased If ny itther manner than in the Krumn 69 | M4 





livered 
warehouses 
, 


vere Pp 


vidual \ 
purposes « 
In sur 
and Drug under the 1906 
couched jj original unbroker 
al partial tri 
of “unsold” 
In addition 


\ct while 


he vond sui h cl 


some 


opment was o1 of expansion rather than c 
tion law, interfering ucl 
as necessary to the enforceme! 


lerce 


1938 Act 


Food, Drug, and Cosmet 
troversy and debate The 


\ I however does 


Ly doubtedly this 


1, prescribed a jurisdiction much 
ugh in somewhat different terms.** Furthe 
iginal package had fallen into desuetude 


terse and more elastic “interstate commere 


(Jrande 











Prior to 1948 the jurisdictional confines of Section 304(a vere 
somewhat more limited than now. The problems of proving that goods 
re illegal whil ; - ' a ‘ 
were illeva whe im interstate commerce were paten and pet 
sistent.‘ Indeed. the government lost the seizure case of / . 


Phelps Dodge Company “ because it could prove only that the goods i 
question were adulterated at their point of destination and not “wher 


introduc ed into or while in” interstate commerce 


Legislative fingers to plug this hole were supplied forthwith. The 
Congress amended Section 304(a)* and added to it that article ere 
ubject to seizure if they were adulterated or misbranded “while he 
bor sale (whether or not the first sale) after shipment ! interstate 
commerce This amendment Vas eemingly d sregarade 1] lictur 
in a decision in 1951, but was considered and applied in the case 
U.S 1800 Wine Gallons.*7’ Here the res was liquor which had beet 


inundated by flood waters rendering it adulterated while in the libelee 
tavert where if had heen “held tor sale It van conte. cle 1 tl | 
the liquor was not held for sale during the flood (the owner | 


of business being closed) and as it was subsequently removed to h 


home, it was not “held for sale” when adulterated. The court found 
this case “a horse easily curried The libelee had not ceased busine 
by his own volition, nor had he intended to consume the liquor himself 
In observing that when the goods were first adulterated they had beet 


held for sale. the court found the goods subject to seizure because t 


is the adulteration of goods held for sale and not necessarily the hold 
ing for sale of adulterated goods which is violative of the Act, permit 


ting seizure 


The second aspect of 304(a)—-when seizure can be had defines 


as the time that the goods are in interstate commerce, or any time 


thereafter This last phrase affronts, at first blush, even the most 
liberal views of “interstate commerce.” Absurd results can be devel 
oped by carrying the phrase to its logical limit, but by judicial inte 
pretation if 1s held to mean what it savs. as the case of ( 5 (isen * 
demonstrates. Olsen purchased a misbranded device whicl ent 
Song UVcDermott 1 Wisconam. cited at avalier Vending ¢ j if , 
footnote 19 Often. the only feasible time CCH Food Drug Cosmet I vy Re 
to inspect ifier interstate movement * 7209. 190 F d m6 (CA4 19 
~ased j ‘ 
“4 y (2 B34 9 1946) - ' uu i D 
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¥4ia) with that of Se yw 








COM MERCE CLA EA >THE ACI BOY 
to him in interstate commerce. The recipient used it only to treat 
himself and his family \fter a considerable lapse of time, a libel wa 
hled against the device \rguments of the right of elt-medicat ! nd 


termination of interstate commerce were turned down by he court 
which held the words “at any time thereafter” to mean what they 


literally import 


The “at any time thereafter” provision has been applied in the 
more rece! e of [ 5 {llby bh fey nod « ( I forag } 
Berries which had been adulterated while in interstate commerce were 
reprocessed into a somewhat different product. In upholding the lib 


the court found that the fact that the components of a processed article 
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The determination of these questions under 193% 
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giving economic benefits to the interstate producers of butter 

margarine, however, seems clearly primary. This, though it is regul: 
4 intrastate matters by federal authority 

of the federal government than the areas 


confusion. 


Section 503(b), Durhan Humphrey Amendment.—The St 
aw the imposition of criminal liability on a retail druggist 


misbranded and dispensed a drug which had been in inters 


merce Congress was not long in dealing with the specifi 


the Durham-Humphrey Amendmet 
grafted upon the Act. It defined a “drug inten 
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enumerated the only permissible means of disper 

proclaimed: “The act of dispensing a drug cont: 

of this paragraph shall be deemed to be 
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VV 


interpretatior 
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of tederally prescribed labels as the M Dermott 
the problem become 5 apparent The disper sing oft 


prescription is not interfering with a federally pr 
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it is obvious that Section 503(b)(1) 
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Conclusions 
Frequently, federal courts when dealing 
merce power are, of necessity, required to stri 
‘Power To regulate Commerce with forei 
the several States’ * and the “powers not delegated to 
states which are ‘reserved to the States re spectively 
ple.” ** When the nature of the activity is that which is tr: 
considered part of the state “police power the difficulty 
Injec ting the fact that the subrect matter may have a high 
content, one can characterize the problem as unique 
existence, in interstate commerce, of filthy and misle: 


which are widely and intimately used is a goal not e: 


Few would quarrel with the principal obiectives of this 


The sphere of powel vyranted to the Food and Drug \ 
by legislation, and by judicial interpretation thereof 
trovers' ponents feel that. as the enforcement 
almost every possi 
vy to deal in matte 
trusting too much to administrative 
vein, the commerce clause has recet 
that it makes or wonder whether 
concept tha al matters 


necessary gul ! commer 


nomic eft 
of intrastate affairs are inappropriate Regu 
has, traditionally, beer considered within the 
‘economn concerns overt market depress 


ism of Sullivan 


Were the history of state food 
forcement or were there close and 
between state and federal enforcemer 
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federal and stat ontrol | 


might have een 


The realities ; l xigencies of the si! iti hay learly molde 


much of this law [The End] 








Allergy 


and Food Products Liability: 





Damnum Absque Injuria ? 


“DAMNUM ABSQUE INJURIA. Loss, hurt, or harm without 
injury in the legal sense, that is, without such breach of duty as is 


redressible by an action.”—Black’s Dictionary of Law (Fourth Edi- 
tion, 1951), page 470. 


Introduction 


In the past, allergic consumers of cosmetics and drug 


r ive bee 
granted recovery on various legal theories. Today, there are force 
attempting to apply these theories to in pose habilitv on / in 
facturers, distributors and retailers Previous theories 
have been grounded on implied warranty negligence nd tortious 
deceit for fraudulent advertising.* The most recent proposal suggest 
a “medicolegal svnthe sis " as the vehi le ror presenting t the court 
the medical and legal developments to justify the cause 
There are no reported cases vhere recovery has beet 
food allergies There are a number of cases where the uurts have 
considered the problem of “unusual susceptibility but most of the 
complainants have sought recovery for injuries 
wearing apparel, drugs and dyes 
( ( nethk ir the A t 
s ner \ Med ley Synthes } i ‘ es f 
u ne Law Journal r 7] 
ber 1Y +) Horow tz \ ery of the ‘( a rr ted 
Plaintiff i i Defense r Actions Based lhe nterestir est 
upon Brea of Implied Warrant of the farmer 
Qualit 24 Southern California Law Re spr 
mew 221 (195!) Co ment Negligence t per 
Liabilit if Manufacturer or Vendor t r Dicker ’ P uct 
Allergic Consumer 99 Michigan Law Re f ! 
ew 253 (1950) See for « mple. 26 L. R. (2d) 


Horowitz, work cited 
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Some urts have adopted the ew, with respect to the problem 
of the “unusually susceptible,” that there no imphed warranty t 
the aller nsumer or user. Other courts talk in terms ot ergy a 
being defensive matter.” Still other courts require the pla 
show that he is one of a class of persons who are sensitive nd that 
he is not the e sutteret 

The true disease nature of allergy has not been present { 
the court (Courts have been as ignorant as to the etiological urce 
of tood illergy i is the averaye laymat I} ipproar nay ter 


ized as te 


wy 
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' ‘ e. these re ts btained in expe mental anima ive bee F ed 

lmat ind | pe illy beleve that certan lua \“ iré re ! i 
and strongly sensitized t certain aromat atriine I t t ate i i 

etics [Italics supplied. | 


The processor, packer and distributor who use these food dyes 
or other chemicals in the preparation or packaging of their products 
should be apprised of the possible dangers to uset Merely testing the 


ingredients as allergi sensitizers may not be ufhicient Che manufas 


turer should also know that strong allergic reactions may be elicited 
in sensitized individuals. It must be emphasized that certain food 


chemicals are allergic elicitors although they are not allerqu nsitizer 


Allergy in Related Products 


In the cosmetic field, the courts have been faced with a faintly 
similar situation. New York courts have imposed a heavy burden 


on the allergic user who sues in negligence, by requiring proof that 


(1) the plaintiff's injury resulted from use of a product manufactured 
Dy the defendant (2) the chemical product was inherently dangerou 
OT potsonous and (3) the defendant Was nevglivent in putt ng upon 
the market a dangerous and poisonous product (ther courts have 


talked in terms of knowledge on the part of the manufacturer as to the 


dangerous qualities of his product Can it be reasonably postulated 
that a manufacturer or processor ol tood who uses a dye vhich he 
Hearing Before House Select Con ‘ } : , irinkir water r other 
mittee to Investigate the Use of Chemicals edible plants and anim: 1 « tir 
n I Ss ar et { suant to H.R or pr sed s of this ‘ i ther 
i and Hi I i4 xZd Cong 2d Se food | ] 5 Here a be er 
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hereinafte s He Support for ergis with the er 
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knows produces sensitization in some people therefore ha ithicier 


Varning ot the dangerous qualities of his produc t 


Most of the courts when faced with the problem deal wit! 
the basis of the presence of an “irritant,” ** or of the presence 
“poisonous: substance But a food dye IS not an irritant by rtus 
of its existence (x nerally it serves the purpose of enhane o the 
dress of goods, The public has come to expect certain foods t é 
a certain color and will reject thi se products which do not ac ra t} 
their aesthetic tastes. Other chemicals are used in foods only aftet 


long testing to insure their satety These « hemicals have arious pur 


poses, tor example, surface-acting agents, preservative ynthe 
sweetening agents, synthetic rubbers, resins and plasticizers, to name 
a tew of the 700 oF so chemicals used in food today Chere | Yi ee! 
complaints that some manufacturers have not sufficiently tested for 
foxwity prior to marketing products containing chemical additive 


but that is not the same as testing for sensitivit 


With respect to some persons who are unduly sensitive the « 
treme view might be adopted that an ingredient 
them ection $02(a) and 406(a) of the kedera Food Dr 


( osmeti \ct limit the use «ot potsonous ind ce eters | 
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2 oy 
ol foods (sectior $03(4)) The reasoning it back of the entorcement 
of Sections 402(a) and 406(a) is that the type ol harn nad the ass 
of persons to be protes ted are not within the reach f these ect 


Section 6Ol(a) handles the problem by requiring the use of the foll 


ing cautionary notice on certain cosmetics which use coal-tar color 


Ce : totes tnetediont , 
erta i i ‘ ! i te i i i 
14 ‘ . j 
: t atic 
But how does this square with our scientific ba for allergy 


that first there must De exposure and ther re-exposure petonre the 


allergic reactiol \ 1] wecur ’ Does this require t} it the d re ' 
ndicate that the usua patch test must be made each time pr rt 
us¢ | has been claimed that this irning mpiete cle late 
to protect the allergi How ould a tood n ul urer deal th 
this problem, since he is unable to prescribe a patch test for the cor 
sumer lo follow turther this line of thinking, it would appear that 
the manut cturer might have to conduct elaborate test ! t only t 
nsure that this chemical additive is safe for use th respect to t 
ity ut to insure that it does not ir yer t pel “ 
‘ | | ' ‘ ’ —_ ] ‘ ‘ 

— ‘ ~ Ft eT ‘ sper run aol pore ] ‘ ‘ 1 ré i 
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tion, there would doubtless be little Opposition on the part ol the 
manufacturer to making a substitution or eliminating the additive from 
his product. There is always the problem that any substitution may 
give rise to a new group of allergic consumers who were not allergy 
to the antigens contained in the original product. Thus, it appears 
that unless the manufacturer is able to keep his product as near to the 
natural state as possible, there would be the possibility of legal liabil 
ity. Most people and all courts agree that an allergic reaction to 
ordinary allergy-producing foods, such as eggs, strawberries, fish 


etc., is not legally compensable.’ 


Another writer has reference to the “chicken-bone” cases as pro 
viding a basis for holding the manufacturer who markets a new 
product.” This theory relies on the “common knowledge” of the 
consumer as to what the product may contain in addition to the prod 
uct—that is, a chicken bone in a can of boned chicken should not 
surprise the consumer, There is no breach of implied warranty wher 
the consumer finds the bone, even in his throat, The theory, as applied 


to modern manufacturers, runs something like this 


But when a manutacturer markets a new product of some kind, one cannot 
as logically suggest that there would be “common knowledge” that some person 
may be allergic to some substance in the product, and it would be unreasonable 
to hold that the seller should have license to market the product and escape a1 
liability for injury which may be caused to persons who prove to be so sensitized 
In such a case, the seller, it would seem, could still charge the buyer t ich 
knowledge,” by taking the economically disadvantageous step of labellu | 
product with notice that some persons might be allergic to some substance u 
the product 

It may be urged that refusing recovery to allergic plaintiffs in the above 
cases would in practical effect do away with the broader principle of warranty 
liability for which argument has been made supra But it would seem that the 


final principle—liability of the vendor to the “allergic” plaimtiff except im cases 


where it would be reasonable to conclude that the vendee had sufficient kt 


edge as to the possibility ot the presence oO! antigens is a prin ple w hic vould 
impose warranty liability to the most reasonable degree upon the vendor of a 
product containing antigens rhe manufacturer or vendor of such a product 
has no valid claim that he should be permitted to market $s product a 

stand for any damage he may cause in so marketing it; imposition of warrant 
lability would here have the deterrent effect of withdrawa t potent antiger 
containing products from the market, or warning to the consuming pul that 
the product may contain antigens But where it s reasonable t ay that the 
individual buyer should protect himself, and in which it is unreasonable to say 
that the buver ts relying on the seller to provide a product wht will not moyure 
the buyer. that hability ot the vendor should end I] s latter pomt 1 i « 

See, for example, Barrett + S S * Horowitz, work cited at footnote 1 


Kresge Company, cited at footnote 8 
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but until that pomt is reached the me 


's hability for breach of impli 
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asonable and log 

This may appear to bea practi al approac h to the problem but an 
other view is presented by 5. L. Mayham, executive vice president of 
The Toilet Goods Association, who revealed that in the cosmetic field 
there are anywhere from 15 to 50 ingredients in the ordinary cosmetic.” 
He further pointed out that there are any number of manufacturers 
who make hypoallergi cosmetics. That the cosmetic industry is con 
cerned with the problem ts apparent from their subsidizing a research 
program, through the Laboratory of Applied Physiology at Y: 


versity, relative to the sensitivity and irritation arising from co 


Che list of ingredients being investigated exceeds 2,000 ir 


The question immediately arises: What has the food industry 
done along the same investigative lines?’ One answer which suggest 
f is that the food industry carries on continuing research into the 
toxicity problem on a company basis, but since there are 
involving food-products liability for food allergy, there seems 
pressing need from a legal viewpoint for a detailed study of this nature 
The cosmetics industry, on the other hand, is beset by a plethora of 
litigation arising from injuries allegedly caused from the use « 
metics.** Another reason is the Food and Drug 
gram of carrying on a continuing study of alle 


of the addition of chemicals to foods 


Chere yet another problem wh 
we proceed to a consideration of the c; 
which, when they are put in cosmeti 
pletely harmless, and others which, when t 
skin sensitizers Has the food dye caus 
an examination of D1 Mayer Ss testimony 


food dve is being blamed for being the la 
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stances which started when the plaintiff used 
caused the allergens to be formed. If thi 


then who is to blame 4 Should it be the cosme 


* Are they joint tortfeasors 


truth 
or the food manutacturet 


jointly and severally liable in warranty for the consequence 


chemical substances which, in combination, have 1 


vho 1s one of a class so atfected’ Can this chain of « 


ple aded by the food manutacturer as defensive matter 
The food manutacturer might 


ferred nevligence,” as Dean Prosser 


being Can the food manutacturer 


injury to the plaintiff because his te 


llergi sensitivity 


' 
will not cause a 


reaction which was originally stimulated by 


manufacturer Dean Prosser’s example 1s 

drives on a private driveway to make a delivery 
a box in the driveway and a two veal 

The driver then runs over the box and kills the 


he ld in neglige nee Phe theory is derived from tre spass, Say 


and is limited to “direct and immediate application of force t 
or property It would appear that the food manufacturer 
held negligent were it not for the imposed limitation of 
application of torce In addition, cannot the cosmetic n 


validly claim that there was an intervening cause in 
defendant food manufacturer in placing on the mar 
would elicit the allergic reaction But an answer le 
ince the cosmetic manufacturer placed this 
zer. on the m irket he should ther be 
CoOMmsequences 
other manut 


conta 
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That presents the problem of how to ay 
asserting that all this would never 


manutacturer 


ft the cosmet manutacturer had not 


and with the cosmeti manutacturer 

facturer not used these dyes there would be 1 njury. Of 

is the ideal situation for the plaintift \ll he | to ce 
fight out who should be lable for the 


and watch then 
lis obvious 


litv of the proposal 


Food-Allergy Decisions 


\ . f the cases has reve ed t evel I 
ourts have rarely considered the problem of the true alle 
re several case 1 vhich the court | bee ! ed witl 
ippear to be a food-allergy problem, but ha en t 
pase ts holding or ome other factor 

In /ras li Bennett,” the plaintiff brought 
caused by reaso f having eaten in defendant feter 
vhicl ere allegedly unwholesome and unfit for hur 
Che court pointed out She had never eaten illops | 
I t ki he they tasted The opiniolr they Ae ‘ 
the defendant's evidence as to care in preparat 
food, and id 
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the affirmative burden of showing that he is not allergi Ldoes this 


mean that if you are allergic to a food, you may not recover in the 
courts of Arkansas’ No. The court was only dealing with the very 
narrow problem of a natural food. There was nothing to show that 


there was some substance added to the s allops to whr h the plaintiff 


might have reacted rather than to the scallops themselves Also, the 
matter of allergy must have come as a « omplete surprise to the plaintift 
or, it is assumed, steps would have been taken to present contrary 
evidence Note the attitude of the court in volunteer » the fact that 


the plaintiff might have been allergic 


\ striking contrast to the sea-scallops case is Maclehan Loft 
Candy Stores The plaintiff purchased a mincemeat pie from defend 
ant one morning \bout three o’clock that afternoon she ate n 


portion ot the pie and at seven that night became intensely nauseated 


and suttered great pain in her stomach and bowels and had a { 

vomiting \bout the same time the next night she took the mince pie ou 
of the refrigerator and ate a full slice believing that she needed 1 re 
food \bout three hours later, she again became violent h the 
same symptoms, and the next morning “red blotche ippeare het 
body ; Her personal physician reterred her t« il expert illerg t 
He discovered that she was “sensitive to certain form of protein found 
in milk, meat, beans, and wheat, and that she wa usceptible also t 
the protein in the ai lle yave as his opi on. trom the history giver 


him by Miss MaclLehan. that she had not beet ensitized recet 


, , "1 . , 
because of the ibsence Of any previous alierg mpton yy 


berge, the allergist, however, in spite of Miss MaclLehan’s sensil t\ 
to proteins of the character found in mincemeat pies, did not believe 


that the small quantity of pre whi h she had consumed was fT ent 


- 
— 


to awaken to activity the protein sensibility t 
was predisposed, saying that she might have onsumed a rel 
quantity without ill effect if the pie had been wholesome The irt 
concluded from his testimony that he implied or suggested the pi 
as the cause of the illness However! the plaintift s personal pl 


was much clearer that the pie was the offender 


He pointed out that when a person 1s sensitive to certain f the 
ating them is manifested by a I rash called u i 
i ifflictes atte ay w caten the pr but that mit i 
blood pressure are symptoms which are not present except where 


" Cited at footnote 34 
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There Vas loubtful corroborating restime 


said she had eaten a portion and had red blotch 


The defendant introduced testimony to show tl 


indicated food, and testif 
made up tron » batch and sold, there h: 


complaint 


The defendant also produced an expert 
of an interview with the plaintiff's doctors, that “plaintitt 
not due to the defendant S pie, or it least not due to ar 
someness in the pie, but to her susceptibility to various protei 
the pie contained Du agreed with Dr. Tardo (the plaintif 
sonal phy sician) th: ases of food intoxication due to allerey 
symptoms as cramps arrhea, vomiting and low blood pre 


not occur! 


‘vidence the 


Thus it is seen that in the face 

of the existence of the food illergy that 
the character found in mincemeat pies,” the 
medical testimony that it was not the « 

tiff If the laintiff had suffered less 
warded becaus } ‘ fusion which n 
systemic hi il to the protei and ft 
be compared Vv ith Graham 7 Jordan Mar 


testified tl 





do« tor 


; 
‘) 


the glov 


| he con 


conditi 


Che court thet 


Bianchi ** and / 











PAGE 422 FOOD DRUG COSMETIC LAW JOURNAI yuLty, 1955 


gence action, the problem resolves itself on different grounds—fore 
seeability..° Both a warranty action and a negligence action 


eventually resolve to the basic question, proof 


Proof of injury is not the difficulty which presents itself when a 
suit is brought. It is the relationship of the injury to the product 
which presents a seemingly insuperable obstacle to the food-allerg) 
plaintiff. How can the plaintiff show that the injury which has 
resulted 1s caused by the detendant’s product’ The previous discus 
sion of the disease nature of allergy indicates that once the allergen 


is established in a person, he thereby becomes subject to infection 


(to Carry the disease analogy along) from a number of sources 
Typhoid presents a simple illustration of the problem of proving 
the source of the infection. Typhoid may result from contaminated 
drinking water. However, it has been shown that there are a number 
of people who are immune to the disease but who are carriers, the 
“Typhoid Marys.” Now, Typhoid Mary gets a job at a summer 
hotel resort and is employed as a food handler The water is also 
infected with typhoid germs \ number of guests are made ill of 


typhoid. There it can be established that it was Typhoid Mary or 
it was the drinking water, and liability will be imposed if there is any 
negligence. But multiply the problem of thousands of Typhoid Marys 
and thousands of streams of water which are contaminated and you 
have an idea of the problem of proof in food-allergy cases. After all 
proteins (generally the source of allergy) exist in nature in the form 
of pollen, ragweed, etc., as well as in foods, chemicals, drugs, cos 
metics and dyes, and these are all sources of “infection” to the allergi 
The plaintiff must establish which product caused the particular harn 
Defensively, it is up to defendant to present the court with competent 


data about the causes for allergic reactions in different individuals 


\ssume that the case arrives at the point where plaintiff has 


established that defendant is using some chemical additive, and that 


it was this particular substance which caused the injury. Does the 
defendant then have to justify use of the substance Is it nec iry 
that he have knowledge of the harm which this product can cause 


one person in 100,000 consumers’ Dickerson, in Products Liability and 
the Food Consumer, expresses the belief that liability should be depend 
ent on whether it was practicable for producers in general to te 


consumers in general about the presence of the allergen With 


Barasch vork cited at footnote 3 ss P. 228 
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Che health responsibilities of the Food and Drug Administration 
annot be considered apart from its other responsibilities, any more 
than its work in the field of drugs can be considered apart and separate 
from its work in regard to foods or cosmetics. My experience for 


many years has been largely in the food industry. I am finding 1t 


broadening and stimulating experience to learn about the problems 


the drug industry [ have discovered that to understand fu 
~ ° 

operations of the Food and Drug Administration one must v1 
as a whole, and not entirely from the viewpoint of a single 

| think the drug industry should become familiar with the food 

~ ° 
FDA's operations; the food industry should have 
FDA's drug work. Aside from promoting better 


becom! iy ine reasing|\y Important Irom a busine 


How FDA Ranks Violations 
What I have just said is not intended 
subject. I merely want you to know that I am g 
health responsibilities in the broadest possible way 
policy of the Food and Drug Administration ranks 
Act in the following order: first, health violations—thos 
be injurious to consumers; second, sanitary violatior 
those which may not be dangerous to health, but are offe 
ion decency: and, third, “economic violations n 
ucts which cheat or swindle the consumer in some way | 
larly those which cannot be detected by the reasonably alert purcha 
While priority is given to those problems and case 
health, there is an inevitable overlapping of these three fields of 
\ sanitary violation may be a health violation. An economi 
tion, such as the substitution of an inferior or worthless ingredie: 
in a food or drug, may ; » a health violation. Food and Drug 
\dministration inspectors are trained to work on all three 
inspector who is working on a suspected health violation 
overlook what he may find in the way of a filth violation or a 
economic violation. Sometimes the same product may violate 
three respects. For example, in the enforcement of the standard 
cheese promulgated under Section 401 of the Act, the Food and Dr 
Administration is interested in this product from the following star 


points 


(1) Health—whether the manufacturer has met the requirements 


for using pasteurized milk or storing the cheese a sufficient length « 





time to cause the death of 
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been established for making this change in the status of 
This regulation provides for public notice of such changes 
Opportunity tor interested parties to state their views regard 
proposed ( hange 

| can only mention a number of FDA's other 


here is the testing and certification of 


their harmlessness and suitability for use in foods. drugs and cosmeti: 


The testing and certification of insulin is vi 


of the necessity for precise dosage in the use of this drug 


drugs, which are administered to n 
or treatment of serious disease 
FDA, thus guaranteeing 
at they were als 
manufacturer's establishment 
here is the sampl ng and testing 
devices as surgical sutures for require 
thermometers for correct readings 
he cosmeti program 1s directed 
health. The Food and Drug Admin 
cosmetics which may be dangerous 
ents the satety ol which may not 
branded by seriously misleading « 
here is also an enforcement 
preseription-legend drugs by pharmaci 


habit forming and dangerous drug as 


mines 

enforcement of the Caustic Poison Act 
responsibiliti . The poison label and antidote 
chemicals have helped greatly to reduce the t 
dental deaths of children. I have been glad to 
your industry is taking in educating the publi 
in the use and storage of common household ren 
seem to be oversold regarding the complete 
products, and leave them where they can | 
children. If you can teach the public to 
drugs out of the reach of children. I am sure the 
be used much less frequently, and there will be 


will owe their lives to your efforts 
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GEORGE P. LARRICK Discusses 


Chemical Additives 


and the Federal Food, Drug, and Cosmetic Act 


The Commissioner of Food and Drugs, Addressing the Annual Meeting of 
the Institute of Food Technologists, at Columbus, Ohio, on June 14, 
Said That Consideration of Any Additive Must Take into Account the 
Total Intake of the Additive and Related Substances from All Sources 


1)" OSER, MEMBERS of the Institute 

The growing use of chemicals in food is one 
problems currently faced by the Food and Drug Admini 
of equal importance to food technologists and all others 


with maintaining the purity and safety of our national food 


It is one of our unsolved, perennial problems. Sometimes 
that hardly a day goes by without our being confronted 
new phase of this problem—usually in the form of a ne 
additive which 1s being proposed tor the in proven el 
product Actually, this is a tribute to the dynam 
research lo some degree we should be thanktul tha 
chemical additives in foods will never be comp! 
would mean that we have come to the point wv here 
technology are no longer contributing new disco\ 
ment of our national food supply Progress a 
lems, and in tl olution of these there is further 

The scale chemical additives 
valuable purposes 
here te 
future 
purpose 


natior 
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official business Nevertheless, there have been very great 
since the days of Dr. Wiley, and these cover the whole field of 


tific food technology, as well as the special area of chemical addit 


Fundamental Changes in Problem 


Dr. Wiley was concerned mainly with a relatively small numbet 


oT chemical preservatives which were quite easily detected both qual 
tatively and quantitatively. When modern sanitary practices were 
introduced into food packing the need for preservatives olf this kind 


was lessened 


Analytical techniques have progressed beyond the drean of the 


chemists in Wiley’s Bureau. We can now detect and measure DDT 


} 


ina fraction of a part per million. Thus the “small quantitie 
are often much smaller than those of Wiley’s time 
is not the whole picture, since testing methods are 
the complex new chemicals which are being used 
food materials and products 

Wiley’s pharmacology—typified by his famous 
of human volunteers—was crude, indeed, by moder 


effective for its purpose 


The greatest difference between the chemical additive 
today and that of the Wiley era is in the growing number 
plexity of new chemicals now used or proposed for use 
both animals and man. There ts virtually no limit to 
list of chemicals that may find their way into our food 
are promoted as stabilizers, preservatives, disinfectants 
extenders, tenderizers, emulsifiers, growth promoter fum 
herbicides, defoliants, fungicides, miticides, bleaches, sweetenet 


ditioners, colors and flavors—and that is by no means the entire 


The present law prohibits the use of unnecessary and 
poisons in our food supply, and provides for the establishment 
tolerances for those which are necessary or not avoidable 
the use of chemical additives that are not poisonous « 
subject to labeling requirements, and many of these 
authorized as optional ingredients in our food star 
grave responsibility to assess the possible toxicity 
icals not only singly, but in the light of their cumulatiy 
effect. This imposes a very difficult burden upon our pharmacol 


and chemists 





CHEMICAL ADDITIVES 


As an example of the technical difficulties we in this field 
us consider just one class of these food chemical the pesticides 
and large, they are poisons, and they are coming onto the agricul 

tural market in ever-increasing chemical complexity, quantity and 
numbers. The official publication of the Association of Economi 
Poisons Control Officials, for 1954, lists about 150. In this field alone 


the responsibilities of regulatory officials are indeed formidable 


Under the provisions of Section 406 of the 1938 Feder 
Drug, and Cosmetic Act, the Secretary was empowered to 
regulations or “tolerances” limiting the amounts of poisonou 
als in foods. For pesticides, information upon which to b 
lations was to be derived from public hearings. Thes« 
lengthy and involved, tedious and expensive. However 
this year, tolerances were finally announced for 29 chemi 


~ dee 1! ed necessa©ry 


This cumbersome procedure has now been 
Pesticide Chemicals Amendment which will 
July 22, 1955, about ten vears after the discovery of DD 
tremendous developments that followed in the introductior 
new, more effective pesticides. Undoubtedly 
with its provisions. In essence, it pla 
bility upon an applicant (usually the manut 
1), who must convince the Secretary 
pesticide is useful for the production of 
applving for a tolerance (or exemptior 


evidence to the Secretary of Health | duc 


the safety of the residues can be appraised 


received last December, and we expect that 
tional pesticides will be added te those to 


been announced 


Animal Feeding Studies Essential for Safety 


Process 
}T 
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inimal during the course « 


measure the effects of a su 
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From ve regulatory standpoint, the 
simplify our work, especiall 


toxicity data and a descriptior 


But ignificant that entirely satisfactory chemi 


tor relatively few insecticides ; among them are lea 


DDT, parathion and the fluorides 


Che difficulty is that ost of the 
most widely used are not pure chemical « 


ul that chlordane lor example 


has at le ist 
least ten more minor components The chemistry 
| cure with 


al Cast 
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color metri Test 
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Because the “chemica 
found it necess employ other approa 
bioassay technique and chromatograph 
being found increasingly usefu The 


ools come to his hand and 
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Lhe problem Is further complicated hec: 
isolate the particular pesticide from the surface 


of the food tn trace amounts down to a few tenths « 
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values thus obtained agreed with those obtained by 


which employed the housefly as the test medium 


Additional evidence that the toxicant was endri1 
paper chromatography, but perhaps the best confirmatory 
was supplied by an independent commercial laboratory 
ployed a colorimetric chemical procedure. In a collaborati 
two samples, they obtained results which were almos 
our biological findings 

During this investigation we were offered every 
the commercial packers and distributors. Shipments 
vegetables were withheld pending analytical findings. Destruct 
| 


products containing toxic levels of endrin was voluntary, an 


action against the processors and shippers was not indicated 


I think that the total situation in regard to testing metho: 
be summed up in this way: The chemical industry is giving out 
ists and pharmacologists such a backlog of work that they 
catch up. The emergence of new chemicals demanding entry 
food supply is running far ahead of the scientific knowledge 


to be sure of their safety 


Pesticide Amendment—New Approach 


Plainly, the assignment of assuring the safety of 
additives to food. present and future, is beyond the capac! 
staff of the Food and Drug Administration, present or pr: 
It is not conceivable that we can do this job alone. We must have 
help of the food technologists of the ¢ ountry and of research scienti 
in various fields in order to handle this job. I am glad to say that 
very great extent we already have your help We are getting mus 
assistance through the voluntary clearance of food chemical 
recent months, through the formal procedure set up by the pest 
amendment 


The significance of this amendment can hardly 
It adopts a new approas h to this overwhelming prol 
puts the great scientific resources of industry to \ 
all-important question of safety. It makes the manufacturer 
pesticide responsible for establishing that his product is usefu 
that it can be used in safe amounts 


Of course, the pesticide amendment deals with only part of th 


chemical-additive problem. There are now pending in the Congress 





several bills to establish better control, and insure the satety 
so-called direct additives to food, including those which may | 
by packaging materials. We are now engaged in developing the de 
partment’s position regarding these bills for presentat: 


Interstate and Foreign Commerce. Consequently | can 


( ommittee on 
le regarding any particu 


not at this time State the department s attituge 


lar bill of provisior 


Is Per-Se Rule Outmoded? 


I do believe. however, that it 1s of the utme imp 


of us understand clearly what ts involved 


have to be made Che application ofl the principle f the pest cle 
amendment to food additives generally vould f course. mean a tunda 
mental change in the philosophy of the pure food la hich } mre 
vailed since the enactment of the original statut n 1906 lt uld 
meat band met t the called per-se rule ag | na 
deleterious iditions regardless tf amount nd tad t tead 
the 0 It rt est lishing tolerances tor |] rmile ! t ' 
materials where there would be an advantage f ucl lit ! 
lt n \ ( ntended in behalf of the per e rule that ent t 
ndustry ernment and in our research institutior re ‘ 
te us th the nee ry degree of assurance hat et 
erances for these ew materials It wil ( ‘ led trie ther 
hand. tl t le tolerances Cal we estal hed tor the riper re 
( ng the same thing tf r food additive nygenera 
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( ertainly il Ve are to accent the exter 
| 


cept to all tood additions then we must also fac 


harmless amounts of scores or perhaps hundred 


materials will find their way into the Nation | 


s food 


that consideration of any additive should take into 


intake of that additive and related substances fro 


Phe Food Protection ¢ ommiuttee of the Nati 


cil, in its statement of “Pring iples and Procedure 

ilety of Chemical Additives in Food has take 
a decision to use an intentional additive in foods 
the a urance (a) that it will be sate, and (b) tl 
benefit the consumer | suppose the fluoridatior 
an exan ple as we could find of an application of tl 
It is obvious, however. that water 1s ingested in far 
thar iny food and that there are many valid use 
vhich are less vital to the consumer than the { 
deca We must also recognize that nece<< ty just 
than some purely functional or economic ad int 
use ¢ fa chemical ingredient 

\nother basi question is whether the safet 


made administratively before the chemi il addit 


ubject to the safeguards of administrative he: 


i itil 
on the scientific record. of whether n the other 
of the enforcement agency in evaluating the ddit 


ponsor oft the chemical should still | I 
market the product subject to the risk of al 
ment may obtain. The latter approach is based up 
government would be overly cautious. ay d would n 
would retard scientific and industria] progre iF 
approach, it might be said that the safety de 


scientific one and that therefore the pattern of tl 


ment should be followed. This vould prev t 
potentially harmful product continues on the market 
proce is going on 

lhe safety of food is plainly the greatest re sp 


industry and one of the preatest responsibiliti 
Wie have “een the national concern about the atety 


once or twice in a lifetime. Our mutual de ISiO1 


are of at least equal importance 
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Administration 


of the Food, Drug, and Cosmetic Act 


By JOHN L. HARVEY ... Who Addressed Members of The 
Food Law Institute at the University of Miami School of Low, 
Miami, March 30. He ls Deputy Commissioner of Food and Drugs 


VI MBERS of the Florida Bar, Guests and Fellow La er 
4 Most of the invitations to make peec he that | ree ( rie 


rroups of laymen. When | have an opportunity 


irom laymen and ¢ 
ddress a group of lawyers the temptation yreat to discu met 
lously some pect of administrative or busine law hicl 
ntriguing tacet W hile th vould beg ‘ ‘ t ul a bye ‘ th 
fair to you or t he | 1 Law Institut le hose | l ar 
ippearing. My purty ‘ to vive u | ls-eve é he genet 
pattern of the Federal Food, Drug, and ¢ met \ct he ! 
trative indy provide a setting or trame ! more 
dea ny vith the iW vi h | assume | thie ldre ( ! 
others on the pr ‘TAN 

The Federal | d Drug Act of 1906, the Wale é 
la i ne f the first of a ny ne I statute it ed re 
nterstate mmere It spelled out the rule f nduct prod ' 
must observe to en} the benefits of interstate commerce, 1 C1 
tor 1 1 drugs tha or most others mmoditi lL} ( 
manufacture and purvey foods and drugs stand in a p t fy 

pon perior to those who do busine n | | or «i | 

e dep he latter tor our ! t enience 

When the | Cer egisiatv enacted 10s ‘ ney ! 
entorcing officer r the yuunsel for the n if rers had ect 
dent to guide then r did the | ted State t re the 
The « ut f tl i d the | d. Drug | ( { | 
uperseded 193 ntriguing study f i 
to explore ete 

\t first fe torne particular e repres 
trie I it } a ‘ l¢ | t pt I Cy { { . I cl 
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tions—considered it their duty to adopt a combative attitude 
respect to every administrative ruling affecting their clients, and to 
appear as adversaries in the courts, which was their right. Many other 
able counselors, however recognized the far-reaching valu 

statute and considered it their duty to steer their clients into a ra 
understanding and compliance with the law. Inevitably, they f 
objections to some of the enforcement decisions, but mart 

trouble spots were cleared up with better understanding on b« 

as to the issues involved and, while judicial decisio 


mutual respect was maintained 


Like Topsy, this relationship between enforcement offici 
industry counsel just “growed,” as did the precedent court de 
interpreting the law. Our aims and objectives were fully aired during 
the five-year legislative hearings culminating in the passage 
1938 Act. That statute provided a fertile field for closer relat 
with industry counsel, since public hearings were a re¢ 
of the regulations to be promulgated. For example 
standards were open to review by a circuit court of ap 
part ot the order must be based on eviden e pres nted 
you can see how lawyers become absolutely necessary 


those spec tally concerned with the held of idministrative 


The importance that the Federal Food Drug an 
assumed in our national life, and the character of the 
arising under it, received growing recognition in the 
World War Il. First, the New York State Bar Association 
the American Bar Association established sections devoted ex 
to food and drug problems and to the promotion of education 
field for undergraduates, graduates and practicing attorneys. In 1949 
Phe Food Law Institute was established to implement their ed 


tional and research objectives 


There are many of us who have spent our whole careers on food 
and drug enforcement problems, in both industry and government 
with never a dull moment in this far-from-static field. The generatior 
now being trained through these special courses can pursue a cours 


charted during nearly 50 years of experience gained the hard way 


We welcome this movement because it will bring better 


standing aol the law and its purpose and in time. better laws 


toward keeping abreast of new developments. We expect to see 


of the young lawyers being trained in these speci 





chents toward compliance 
statutes \\ 


’ 


\¢ hope some ot them will bye 


iw entorcement 


ering ground wh 


legal pro esse 
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orderly method of conducting our operations. After determining the 
ATCAS where coverave 1s most needed te protect t he publi yveltare 
we allot our limited man-hours by commodity and geographic are 


that there will be uniform coverage throughout the country 

\s you know, when the United States Marshal seizes product 
following the filing of a libel, the claimant has the choice of 
ing them, consenting to the seizure but salvaging fit proportions under 
bond and our supervision, or contesting the action in a federal distri 
court. However this may be, seizure is usually our first recourss 
when we find that violative goods are in distribution channe 


our way of “stopping the bullet in its flight 


The next step is to determine who fired it he doe 
condone irresponsibility It does not make consciousness of wrong 
ing an element of the offense The injury hurt is much het he 
caused by a knave or a fool The law does, however, d guisl 
between conscious violations and unknowing ones by establishing f 


misdemeanors, of the mala prohibita ty pe maximum one-vear pt 
and/or $1,000 fine penalties and, for violations “with intent to defraud 
or mislead” or for repeat violations, maximum penalties of three veat 


imprisonment, a $10,000 fine, or both 


Employment of Statutory Injunction 


The sanction of statutory injunction was added in the 193 
Primarily, we have employed it to prevent the interstate shipm« 
OT produ ts found to be in violation ot the \ct but t i. ‘ 
of the producer, When they would constitute an undue burde 
keep under surveillance and apprehend before they reached the t 
mate consumer, injunction is the answer. For example, in a imber 
of instances, we have found whole warehouses full of filtl t 
inated foods \fter we petitioned the federal courts t prol bit the 


hipment for food use, they were diverted into nonfood } nne 


reprocessed a0) they would meet the decent lies the pub ( exnect 


loods. Injunction orders have also been effective against promoter 
of nostrums—some knaves and others pathetically misguids 
determined to cure mankind of all ills. Often, those people haver 
the wherewithal to pay fines and do not belong im jail; neither do they | 
any business encouraging diabetics to abandon insulin for their weed 


coctions, or others to risk their lives or health in similar ventur« 


Within the Food and Drug Administration, which is a unit of the 


Department of Health, Education, and Welfare, our inspectors 
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raw agricultural commodities were similarly simplified by an 
ment last year. Both are now in effect and operating smooth 
\nother of our administrative functions, of major signifi 


the public health, is the evaluation of evidence submitted by 





amend 


lacturers that new drugs they propose to market are safe when uss 


labeling. Evaluation of such evidence dos 


as direc ted in their 
vith the initial marketing of the drug. Up to this point, it 


~ 


produced in small quantities and restricted to the use of inv 


qualified to perform the scientific testing necessary to estal 
safety. Experience in widespread use may require label cha 
mass production may result i Improvement of manutactur 
ities \ whole series of supplemental application may ft 

This entirely new field of new drug contro Va est 
1938, when there was only one sulfa preparation, no ant 
ortisone and few other hormones; over half of the drugs | 
use today were developed under the se sateyvu rds 1 h dru 


etiective but ther potency can also make then 


composition and use are adequately controlled 


These new-drug procedures are not limited to the drug 


sician tis \\ e are vetting more al d more into the ne 
and hormone drugs administered to poultry and meat 
enhance growth, tenderize the meat or increase the efficier 
utilization during the finishing period. Before we n per 
ipplre itions to become ettective we must h e ¢ I I ! 
that uch substances are safe for the animal and d not re 
addition of the drugs to edible tissues Phere the 
problem ot suitable dispositior of the by product ol ug! te! 
organs where residues of the drugs may lodg« not harn 
to which they may be fed 

Matters are no more stat n the food teld. where e |} 
going through a second industrial revolution hich our é 
nize full well because it has brought a ne IN the kitche 
is vesterday maid She's in the factory preparing { 
production line—baby foods, breaded french fried iten r\ 
and cake mixes She even washes vegetables ther nd nact 
ready tor the pan I bags 

With all of these services performed before the food re 


market basket, the housewife’s task is lightened, but she | 


she insisted on in the p 


trol of the Sanitary precautions 
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neglected without such chaos and 


negligent 


appear to be unexcusably neg 


It cannot be denied, however, that a well-calculated 
carried out program would effectively curb and regul: 
s, such as substandard and short-weight produ 


various types of debasement which are a burder 
enterprise, as well as on the consumer's pocketbook 
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\ committee of 14 citizens its current 
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jus discrepancy betwee he S1Z7¢ 


tor the ob led Mr Hobby to apport t the 


about which you have beet Che report 


distinguished, public-spirited expected 
bse 


near future, At this can onl ommend 
caretul study and mmiuttes 


tremely thorough 
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